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service of processed or prepared raw 
and ready-to-eat-food. 

Routine use of parasiticide. The reg-
ular, planned, or periodic use of 
parasiticides. 

Secretary. The Secretary of Agri-
culture or a representative to whom 
authority has been delegated to act in 
the Secretary’s stead. 

Sewage sludge. A solid, semisolid, or 
liquid residue generated during the 
treatment of domestic sewage in a 
treatment works. Sewage sludge in-
cludes but is not limited to: domestic 
septage; scum or solids removed in pri-
mary, secondary, or advanced waste-
water treatment processes; and a mate-
rial derived from sewage sludge. Sew-
age sludge does not include ash gen-
erated during the firing of sewage 
sludge in a sewage sludge incinerator 
or grit and screenings generated during 
preliminary treatment of domestic 
sewage in a treatment works. 

Slaughter stock. Any animal that is 
intended to be slaughtered for con-
sumption by humans or other animals. 

Soil and water quality. Observable in-
dicators of the physical, chemical, or 
biological condition of soil and water, 
including the presence of environ-
mental contaminants. 

Split operation. An operation that pro-
duces or handles both organic and non-
organic agricultural products. 

State. Any of the several States of the 
United States of America, its terri-
tories, the District of Columbia, and 
the Commonwealth of Puerto Rico. 

State certifying agent. A certifying 
agent accredited by the Secretary 
under the National Organic Program 
and operated by the State for the pur-
poses of certifying organic production 
and handling operations in the State. 

State organic program (SOP). A State 
program that meets the requirements 
of section 6506 of the Act, is approved 
by the Secretary, and is designed to en-
sure that a product that is sold or la-
beled as organically produced under 
the Act is produced and handled using 
organic methods. 

State organic program’s governing State 
official. The chief executive official of a 
State or, in the case of a State that 
provides for the statewide election of 
an official to be responsible solely for 
the administration of the agricultural 

operations of the State, such official 
who administers a State organic cer-
tification program. 

Synthetic. A substance that is formu-
lated or manufactured by a chemical 
process or by a process that chemically 
changes a substance extracted from 
naturally occurring plant, animal, or 
mineral sources, except that such term 
shall not apply to substances created 
by naturally occurring biological proc-
esses. 

Tolerance. The maximum legal level 
of a pesticide chemical residue in or on 
a raw or processed agricultural com-
modity or processed food. 

Transplant. A seedling which has been 
removed from its original place of pro-
duction, transported, and replanted. 

Unavoidable residual environmental 
contamination (UREC). Background lev-
els of naturally occurring or synthetic 
chemicals that are present in the soil 
or present in organically produced ag-
ricultural products that are below es-
tablished tolerances. 

Wild crop. Any plant or portion of a 
plant that is collected or harvested 
from a site that is not maintained 
under cultivation or other agricultural 
management. 

Subpart B—Applicability 

§ 205.100 What has to be certified. 

(a) Except for operations exempt or 
excluded in § 205.101, each production or 
handling operation or specified portion 
of a production or handling operation 
that produces or handles crops, live-
stock, livestock products, or other ag-
ricultural products that are intended 
to be sold, labeled, or represented as 
‘‘100 percent organic,’’ ‘‘organic,’’ or 
‘‘made with organic (specified ingredi-
ents or food group(s))’’ must be cer-
tified according to the provisions of 
subpart E of this part and must meet 
all other applicable requirements of 
this part. 

(b) Any production or handling oper-
ation or specified portion of a produc-
tion or handling operation that has 
been already certified by a certifying 
agent on the date that the certifying 
agent receives its accreditation under 
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this part shall be deemed to be cer-
tified under the Act until the oper-
ation’s next anniversary date of certifi-
cation. Such recognition shall only be 
available to those operations certified 
by a certifying agent that receives its 
accreditation within 18 months from 
February 20, 2001. 

(c) Any operation that: 
(1) Knowingly sells or labels a prod-

uct as organic, except in accordance 
with the Act, shall be subject to a civil 
penalty of not more than 
3.91(b)(1)(xxxvii) of this title per viola-
tion. 

(2) Makes a false statement under the 
Act to the Secretary, a governing 
State official, or an accredited certi-
fying agent shall be subject to the pro-
visions of section 1001 of title 18, 
United States Code. 

[65 FR 80637, Dec. 21, 2001, as amended at 70 
FR 29579, May 24, 2005] 

§ 205.101 Exemptions and exclusions 
from certification. 

(a) Exemptions. (1) A production or 
handling operation that sells agricul-
tural products as ‘‘organic’’ but whose 
gross agricultural income from organic 
sales totals $5,000 or less annually is 
exempt from certification under sub-
part E of this part and from submitting 
an organic system plan for acceptance 
or approval under § 205.201 but must 
comply with the applicable organic 
production and handling requirements 
of subpart C of this part and the label-
ing requirements of § 205.310. The prod-
ucts from such operations shall not be 
used as ingredients identified as or-
ganic in processed products produced 
by another handling operation. 

(2) A handling operation that is a re-
tail food establishment or portion of a 
retail food establishment that handles 
organically produced agricultural prod-
ucts but does not process them is ex-
empt from the requirements in this 
part. 

(3) A handling operation or portion of 
a handling operation that only handles 
agricultural products that contain less 
than 70 percent organic ingredients by 
total weight of the finished product 
(excluding water and salt) is exempt 
from the requirements in this part, ex-
cept: 

(i) The provisions for prevention of 
contact of organic products with pro-
hibited substances set forth in § 205.272 
with respect to any organically pro-
duced ingredients used in an agricul-
tural product; 

(ii) The labeling provisions of 
§§ 205.305 and 205.310; and 

(iii) The recordkeeping provisions in 
paragraph (c) of this section. 

(4) A handling operation or portion of 
a handling operation that only identi-
fies organic ingredients on the infor-
mation panel is exempt from the re-
quirements in this part, except: 

(i) The provisions for prevention of 
contact of organic products with pro-
hibited substances set forth in § 205.272 
with respect to any organically pro-
duced ingredients used in an agricul-
tural product; 

(ii) The labeling provisions of 
§§ 205.305 and 205.310; and 

(iii) The recordkeeping provisions in 
paragraph (c) of this section. 

(b) Exclusions. (1) A handling oper-
ation or portion of a handling oper-
ation is excluded from the require-
ments of this part, except for the re-
quirements for the prevention of com-
mingling and contact with prohibited 
substances as set forth in § 205.272 with 
respect to any organically produced 
products, if such operation or portion 
of the operation only sells organic agri-
cultural products labeled as ‘‘100 per-
cent organic,’’ ‘‘organic,’’ or ‘‘made 
with organic (specified ingredients or 
food group(s))’’ that: 

(i) Are packaged or otherwise en-
closed in a container prior to being re-
ceived or acquired by the operation; 
and 

(ii) Remain in the same package or 
container and are not otherwise proc-
essed while in the control of the han-
dling operation. 

(2) A handling operation that is a re-
tail food establishment or portion of a 
retail food establishment that proc-
esses, on the premises of the retail food 
establishment, raw and ready-to-eat 
food from agricultural products that 
were previously labeled as ‘‘100 percent 
organic,’’ ‘‘organic,’’ or ‘‘made with or-
ganic (specified ingredients or food 
group(s))’’ is excluded from the require-
ments in this part, except: 
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